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D E P A R T M E N T  O F  H E A L T H  A N D  H U ,M A N  S E R V IC E S  

F o o d  a n d  D r u g  A d m in ist rat ion 

[Docke t N o . 2 0 0 1  D - 0 2 6 2 1  (fort ier ly ,Docke t N o . 0 1 - 0 2 6 2 )  

D r a ft “G u i d ance  fo r  F o o d  a n d  D r u g  A d m in ist rat ion Rev i ewe rs : 

N o tifica tio n  S u b m issions,for  A u tu m a te  Tes tin g  tn ~ tru r n ~ ~ t~  Us  

E sta b l i s hmen ts;” W ith d r awa l  o f G u i d ance  

A G E N C Y : F o o d  a n d  D r u g  A d m inistrat ion, H H S . 

A C T IO N : N o tice ; w ith d r awa l . 

S U M M A R Y : T h e  F o o d  a n d  D r u g  A d m in ist rat ion - (FDA)  is a n n o u n c i n g  th e  

w ith d r awa l  o f a  d r a ft g u i d anc r e  th a t was  i ssued  o n  A u g u s t’ 3 , 2 0 0 1 : 

D A T E S : [Inse r t d a te  o fpub l i c a tio n  i n  th e . Fede r a l  R e g iste r .] 

F O R  F U R T H E R  INFO R M A T IO N  C O N T A C T : P a u l I? ,. L ev i n e , Jr., C e n te r  fo r  B io log ics  

E va l ua tio n  a n d  Resea r c h  (HFW -I? ‘), F o o d  a n d  D r u g  A d m inistrat ion, 1 4 0 1  

Rockv i l l e  P ike , su i te  Z O O N , Rockv i l l e , M D  2 0 8 5 Z T 1 4 4 8 , 3 0 2 - 8 2 7 - 6  

S U P P L E M E N T A R Y  INFO R M A T IO N : In  a  n o tice  - pub l i s hed  i n  fh e  Fedep l  iste r  o f 

A u g u s t 3 ,2 0 0 1  ( 6 6  F R  4 0 7 0 8 ) , F D A  a n n o u n c e d  th e  ava i l ab i l i ty o f a  d r a ft 

d o c u m e n t e n title d  “G u i d ance  fo r  F D A  Rev i ewe rs : P r ema r ke t N o tifi,~ a tio ~  

S u b m iss ions fo r  A u to m a te d  Tes tin g  Ins tru m e n ts U s e d  i n  & l o o d . 

E sta b l i s hmen ts.” Th is  d r a ft g u i d a n c e  is b e i n g  w ith d r a w n  b e c ause  it n o  l o nge r  

r e fle c ts th e  fo l l ow i ng : f 1 )  A ll o f th e  i n fo r m a tio n  F D A  ,rev i .ewe r s  s hou l d  e xpec t 

to  b e  i n c l u ded  i n  a  p r ema r ke t n o tifica tio n  s ubm i tte d  to  th e  C e n te r  fo r  B io log ics  

E va l ua tio n  a n d  Resea r c h  fo r  such  dev ices  a n d  (2 )  th e  r e c o m m e m d q d  a p p r o a c h  

F D A  rev i ewe rs  s hou l d  ta k e  i n . r ev i ew i ng  p r ema r ke t subm iss i ons  fo r  a u to m a te d  
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instruments testing used in blood establishments. fin the future, FDA may issue 

for public Gomment draft special control guidances on instrumentation for 

blood borne patbogen donor screening and immunohematology testing. 

Dated. 
%iI-dsi+ , . 

ssioner for Policy. 

[FR Dot. 05-????? Filed ??-??-05; 8:45 am] 

BILLING CODE 4160-01-S 


